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*im-c for correction before any regulatory 
iVction ^s taken under this section, Noti- 
ication to the advertiser that a proposed 
Vdveriisement is or is not considered to 
■jv in violation shall be in written form. 
' ' ' k ■ A I \ a d \' e r t i s c m e n t i ss u o ci o r c a u s e d 
•0 Q issued by the manufacturer, packer. 
'■:'• d is '.r: but or of the drug promoted by 
• '"^ e ' ad v c r t : s e m en r and w h : c h l s n o t in 
■'on^ohance with section 502 ai> of the 
.tcl and the apphcable regulations there- 
■mder shall cause stocks of such drug ni 
')ossossion of the person responsible for 
issuine or causing the issuance of the 
advertisement, and stocks of Ihe drug 
hai-ibuted by such person and still in 
■:;C chaimels of conunerce. to be mis- 
i-Vandcri ui^der section 502(n) of the act. 
1' -'i' Advciiisemenis ^ub.irei to sec- 
;:on 502;n' oi the act include adveriise- 
:ncnis in published journals. mai:az:nes. 
.}ihcr periodicals, and newspapers, and 
;;,h.'frilsements broadcast througii mt;dia 
■,uc:^ as radio, television, and telei^hone 
i;i)i!unu:iicaiion systems. 

■ :: ^ ijrochure.. booklets, nadhn ' piooi^:. 
;:ta;iing pieces, rile cards, bulletins, cal- 
, nciars, i)i*iec hsts. cataloLis. iumse or::uns. 
:i.:ttci's. motion laciurc hhns. him stni,/>. 
lantern slides. >otmd recordin;:s. exhibits, 
iuerature, and reprints and similar 
oieces of printed, autiif.*. or \'isuaj maiti'r 
ciescripti^'o of a drug and ref(..renccs pub- 
hsi'ied' ifor example, tlu^ '-Tniysicians 
Desk Reference'*.' for use by medical 
;)ractitioners, pharmacists, or nurses, 
containin-- drug information supplied by 
ihe manufacturer. }}aeker. or distribulur 
of tiie drug and which are disseminated 
by or on behalf of its manufacturer, 
packer, or distribtuor are iiercby deter- 
nnned to be labc linu l-s cicilncd in section 
201 ' m ' of ti^e act. 

'occ. 502 lej, in). 52 Stat. 1050. 1051: ^l 
U.o.C, 352) (23 F.U. o376, June 20. 19G3. as 
,;:;;^-!u;ea u: 28 F.R. :i.':'f'4. Ocr. 15. P-'G:. S:3 
r'.P. S2i7. P""cb. 21. 19\V6: SS F.K. ySi'S. ^wnc 27. 

::<oH: ;r^ rn. lU'^'i. A-ir:. 2:"^. ^?'^^\ 

Cii()s^-nKn7:r-xcH: See M.1C8 for tho 
:-;i:i:::-ai - :;n^ci:;it:'^ vcr/i-n of tl:o rcfpUrif! 
pibeUnc /^trL^env^nt in ? M.06 [b)(2''(\), (ci 
( 2 ) ( n .^' ( d ) ( 2 M n , ! k w 2 ) ( in , ar.d ( n . 

i 1.106 Drui:'- and dcvirc^Ki ;iirectio:i- 
for use. 

( a 5 Adequate directions for use. 
p'vdequate directions for use" means 

d:r':xtions under wlrich the layman 
^an irse a drug or device safely and 
'':::• the purposes for which it is intended. 
Dn-eccions for use may be inadequate 
becatr-e 'among other reasons.^ of omrs- 



sion, in whole or m part, or incoiTCct 
specification of: 

(1) Statements of all conaitioms, pur- 
poses, or tisf\s for which such dru-:r or 
device is intended, including conditions, 
purposes, or uses for which it is pre- 
.^cribed. recommerided, or LUgi/ested in 
it^ oral, writt'-n, printed, or graphic ad- 
^r^>.f i<^iT-ie. a.!":d conditions. puriJ^^se'"^, or 
uses for whicli the drug or device is 
commonly ured: except that such state- 
ments shall not refer to condiu.cns, 
u^es.'or purposes for which the dru^ or 
device can be safely u^ed only under 
i;he supervision of a practitioner hcf used 
by law and for which it is advertised 
nlcly to such practitioner. 

'2^ Quantitv of dose 'inchniing usual 
quantities for ^acli of tiie u-es for which 
it is intended and usual quantitie; for 
persons of diiTerent aeos and' dhfrrent 
ph y s i c a 1 c o n d i t i o r:S p 

f3 ' Frequoncy of adm:nistra:iorj or 
application. 

(4' Duration of administration o- ap- 
plication. 

(5' Time of administration or appli- 
cation 'in relation to tune of meals. ::me 
of fUiset of s\unptotns. or other tun( fac- 
tors ^ . 

iQ} Route or method of administra- 
tion or application. 

(7* PrejDaration for use 'shakin;:. di- 
lution, adjustment of temperature, or 
other, manipulation or process'. 

(b^ Exc?n7:iti07i for vrcscriptiori drugs, 
A drug subject to the requirements of 
section 503 fb^ '1^ of the act shall be 
exempt from section 502 '.f) n.- if ?Al 
the followm:^ conditions are met: 

(D ■ The drug is: 

(iMa) In the possession of a person 
■'•r his aeents or emplo:.'ees) repularly 
and :av.-fuliy engaged in the manufac- 
lure. transportation, storage, or whole- 
side distribution of prescription drugs: 
or 

ib) In the possession of a retail, hos- 
])ital. or clinic pharmecy. nv a ' -.mhc 
health agency, regularly and lav,- fully 
engaged in dispensing prescription 
drugs; or 

'.a) In the possession of a practitioner 
licensed by law to administer or prt-\:ril>e 
such drugs: and 

<iii It is to be dispensed in accordance: 
v;uh section 503 '-b'. 

'2,' The jabel of the drug Ix^ars; 

(i ) The statemerit "Caution; Federal 
law prohibits disixuising without pre- 
scription"; and 
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(ill) The route of administration, U 
it is not for oral use; and , 

(iv) The quantity or proportion of 
each active ingredient, as well as the 
information required by section 502 (d) 
and (e) ; and 

(V) If it is for other than oral use, the 
names of all inactive ini?redients, except 
that: 

(a) Flavorings and perfumes may be 
designated as such without naming-; their 
comiponents. 

(b) Color additives may be designated, 
as coloring without naming specific color 
components unless the naming of such 
components is required by a color addi- 
tive regulation prescribed in Part 8 of 
this chapter. 

fc) Trace amounts of harmless sub- 
stariccs adcied solely for individual prod- 
uct identification need not be named 
If it is intended for administration by 
parenteral injection, the quantity or 
proportion of all inactive ingredient^s, 
except that ingredients added to adjust 
the pH or to make the drug isotonic may 
be declared by name and a statement of 
their cflect; and if the vehicle is water 
for Injection it need not be named. 

ivi) An identifying lot or control num- 
ber from which it is possible to determine 
the complete manufacturing history of 
the package of the drug; 

Provided, hoiv ever. That in the case of 
containers too small or otherwise imable 
to accommodate a label with sufficient 
space to bear all such information, but 
which are packaged within an outer con- 
tainer from which they are removed for 
dispensing or use, the information re- 
quired by subdivisions (ii), (iii) and (v) 
of this subparagraph may be contained 
in other labeling on or within the pack- 
age from which it is to be dispensed, and 
the information referred to in subdivi- 
sion (i) of this subparagraph may be 
placed on such outer container only, and 
the information required by subdivision 
(vi) of this subparagraph may be on 
the crimp of the dispensing tube. 

C^) ii) Labeling on or within the 
package from which the drug Is to be 
dispensed bears adequate information for 
its use, including indications, effects, 
dosages, routes, methods, and frequency 
and duration of administration, and any 
relevant hazards, contraindications, side 
effects, and precautions under which 
practitioners licensed by law to admin- 



ister the drug can use the drug safely and 
for the purposes for which it is intended, 
including all purposes for vviiich it is 
advertised or represented; and 

(ii) If the article is subject to section 
505, 506, or 507 of tlie act, the labeling 
bearing such Information is tlie labeling 
authorized by the app]-oved nev;~drug ap- 
plication or required as a condition for 
the certification or tlie exemption from^ 
certification requirements applicable to 
preparation's of insulin or antibiotic 
drugs: Provided, however, That the in- 
formation required by subdivision (i) 
of this subparagraph may be omitted 
from the dispensing package if, but only 
if, the article is a drug for which direc- 
tions, hazards, warnings, and use infor- 
mation are commonly known to practi- 
lioners licensed by law to administer the 
drug. Upon written request, statine, rea- 
sonable .^rounds tliorefor, the Commis- 
sioner will ofler an opinion on a proposal 
to omit such information from the dis- 
l^ensing packaire undcj* this proviso. 

(4) Any labeling, as defined in section 
201(m> of the act, whether or not it is 
on or within a package from which the 
drug is to be dispensed, distributed by 
or on behalf of the manufacturer, 
packer, or distributor of the drug, that 
furnishes or purports to furnish infor- 
mation for use or whicli prescribes, rec- 
ommends, or suggests a dosage for the 
use of the drug (other than dose infor- 
mation required by subparagi-aph (2) (ii > 
of this paragraph and paragraph (c) (2) 
(ii) of this section) contains: 

(i) Adequate information for such use, 
including indicalion.s. effects, dosages. 
routes, methods, and frcqu.ency and 
dui'ation of administration and any rel- 
evant warnings, hazards, contraindica- 
tions, side eHects, and pj-ecautions, ur;der 
v;hich in*actitioners licensed by law to 
administer the drug can use the drug 
safely and for the purposes for which it 
is intended, including ail conditions for 
which it is advertised or represented: aiui 
if the article is subject to section 505 or 
507 of the act, the parts of tlie labeling 
providing such information are the same 
in language and emphasis as labeling ap- 
ju'oved or ])ermitted under tlie provi.->ons 
of section 505 or 507, resj^ectively. a^ 
any other parts of the labeling are con- 
sistent with and not contrary to such 
approved or permitted labeling: and 

(ii)vThe same infom.iation concerning 
the ingredients of the drug as appears 
on the label and labeling on or within 



36 



Case 1 :05-cv-02346-RBW Document 38-1 Filed 1 1 /30/2006 

Title 21— Chapter f 



rug safely and 
it is intended, 
: which it is 
and 

ect to section 
, the labeling 
s the labelinj^^ 
new-drug ap- 
condition for 
?mption from 
applicable to 
or antibiotic 
That the in- 
bdivision (i) 
'' be omitted 
e if, but only 
which direc- 
:id use infor- 
vn to practi- 
imniister the 
, stating- rea- 
^he Commls- 
ni a proposal 
roin tl'ie dis- 
proviso. 
M hi .section 
' or not it is 
m which the 
.stributcd by 
lanufacturer, 
e drug, that 
u-nish infor- 
^scribes, rec- 
sage for the 
1 dose infor- 
^raph (2) (ii) 
rraph (c) (2) 
s: 

for such use, 

:;ts, dosages, 

Quency and 

and any rcl- 

ontraindica- 

.itions, under 

:1 by haw to 

tse the drug 

for which it 

)ndilions for 

escnted; and 

action 505 or 

the labeling 

are the same 

. labeling ap- 

iie provisvons 

actively, ^^ 

ing arc con- 

•ary to such 

eliiig; and 

a concerning 

I as appears 

)n or within 



the package from which the' drug is to 
be dispensed; 

Provided, however, That the informa- 
Lion required by subdivisions (i ) and 
(ii) of tills subparagraph is not re- 
quired on the so-called 3*eminder-pieee 
labeling which calls attention to the 
name of the drug but does not Include 
indications or dosage reconmiendations 
■or use of tiiedrug. 

io) All labeling, except labels and car- 
ions, bearing infoiTuai-ion for use of the 
di'ug also bears the date of the issuance 
or the date of the latest revision of such 
labeling. 

(C) Exemption for veterinary drugs. 
A drug intended for veterinary use 
which, because of toxiciiy or other po- 
■ t^ntlallty for harmful eifect, or the 
method of its use. is not safe for animal 
;jse except under the supervision of a 
licensed veterinarian, and lience for 
■.viiich "cUlecjuaLe directions for use" can- 
not be prepared, sliaU be exempt from 
:.rciior) ;)i):hf < U ) (^f rhr art if all Vw 
iollov.ing conditions are mx't: 

'1) The drug is: 

ii) In the possession of a person (or 
his af^ents or employees) regularly and 
lawfully engaged in the manufacture, 
transportation, storage, or wholesale or 
retail distribution of veterinary drugs 
and is to be sold omy to or on the pre- 
.^cription or other crder of a licensed 
veterinarian for use '.n the oouroO: of hl<« 
ijrofessional practice or 

(ii) In the posses.slon of a licensed 
veterinarian for use In the course of his 
professiona' ^ ractice. 

(2) The label of the drug bears: 

(i) The statement "Caution: Federal 
law restricts this drug to sale by or on 
the order of a licensed veterinarian"; 
and 

(ii) The recommended or usual dos- 
age; and 

(iii) The route of administration, if it 
is not for oral use; and 

(iv) The quantity or proportion of 
eacn active ingredient a^ well a^ the in- 
formation required by section 502(e) of 
the act; and 

(v) If it is for other than oral use, 
the names of all inactive ingredients, 
except that: 

(a) Flavorings and perfumes may be 
designated as such without naminiz 
their components. 

(t>) Color additives may be designated 
as coloring without naming specific 
color components unless the naming of 
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such components is 

color additive regulation prescribed in 

Part 8 of this chapter. 

(c) Trace amounts of harmless sub- 
stances added solely foi' individual prod- 
uct identification need not be named. 

If it is intended for administration by 
parenteral injection, the quantity or 
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proportion of all inactive 
except that ingredients added to adjust 
the pH or to make tlie drug isotcnlc may 
be declared by name and a statement of 
their effect; and if the vehicle is v;ater 
for injection, it need not bo named. 

(vi) An identifyjxig lot or conxrol 
number from which it is possible to de- 
termine ti\e complete manufacturing 
history o! the package a the dnzg; 

Provided, hoivever, That in the case of 
containers too small or otherwise unable 
to accommodate a label with sufli;"'.ent 
space to bear all such informatior:. but 
which are packa^.ved wlilnn an ^'Jter 
container from which M^ey are renvwed 
Inv dispcnsiii!: or u^.e, the iuioi'iu: iluu 
required by subdivisions U1) , uji> . and 
'•v) of this subparagraph may be con- 
tained in other labeling on or withir; the 
package from v.-hich it Is. to be so dis- 
pensed, and. the Informatior; referrt=d to 
in* subdivision (1) of thi? subparagraph 
may be placed on such outer container 
only, and the information required by 
subduusion ivz > . of this rubparn ""raph 
mr.y be on the crimp of the dispti^sing 
tube. 

!'3) (i) Labeling on or within the pack- 
a?e from which the drug is t^ be dis- 
pensed bears adequate inJormation for 
its use, including indications, effects. 
dosages, routes, m.ethods, and frequency 
unci duration of administration, and ?.ny 
relevant ha^.ards, contraindications, side 
effects, and precautions under whicki vet- 
erinarians licensed by law to administer 
the drug can use the drug safely au.d for 
the purposes for which it is intended, in- 
cluding all purposes for v/hdch "it ij} 
advertised or represented; and 

(ii) If the article is subject to section 
505 or 507 of the act, the labeling bearing 
such information is the labeling author- 
ized by the approved nevv-drug applica- 
tion or required as a condition for the 
certification or the exemption from 
certification requirements applicable to 
preparations of antibiotic drugs: Pro- 
vided, Jiowevcr, That the inform.ation 
required by subdivision (1)^ of this sub- 
paragraph may be omitt^ from the 
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dispensing package if, but only if, the 
article is a drug for which directions, 
hazards, warnings, and use information 
are commonly known to veterinarians 
licensed by law to administer the drug. 
Upon wTitten request, stating reasonable 
grounds therefor, the Commissioner will 
offer an opinion on a proposal to omit 
such information from the dispensing 
package under this proviso. 

(4) Any labeling, as defined in section 
201(m) of the act, whether or not it is 
on or within a package from which the 
drug is to be dispensed, distributed by or 
on behalf of the manufacturer, packer, 
or distributor of the drug, that furnishes 
or purports to furnish information for 
use or which prescribes, recommends, or 
suggests a dosage for the use of the drug 
(other than dose information required 
by paragi'aph (b) (2) (11) of this section 
and subparagraph (2) (ii) of this para- 
graph) contains: 

(i) Adequate information for such use, 
including indications, oflocts, dOKsagc.^, 
routes, methods, and frequency and 
duration of administration, and any rel- 
evant warnings, hazards, contraindica- 
tions, side ef!"ects, and precautions, and 
including information relevant to com- 
pliance with the food additive provisions 
of the act, under which veterinarians li- 
censed by law to administer the drug 
can use the drug safely and for the pur- 
poses for which it is intended, including 
all conditions for which it is advertised . 
or represehted; and if the article is sub- 
ject to section 505 or 507 of the act, the 
parts of the labeling providing such in- 
formation are the same in language and 
emphasis as labeling approved or per- 
mitted under the provisions of section 505 
or 507, respectively, and any other parts 
of the labeling are consistent with and 
not contrary- to such approved or per- 
mitted labeling; and 

(h) The same information concerning 
the ingredients of the drug as appears 
on the label and labeling on or within 
the package from which the drug is to 
be dispensed; 

Provided, however. That the information 
required by subdivisions (i) and (ii) of 
this subparagraph is not required on the 
so-called reminder-piece lalx^ling which 
calls attention to the name of the drug 
but does not include indications or dos- 
age recomimendations for use of the drug. 
(5) All labeling, except labels and 
cartons, bearing information for use of 
the drug also bears the date of the Is- 



suance or the date of the latest revision 
of such labeling. 

(6) A prescription drug intended for 
both human and veterinary use shall 
comply with paragraph' i.b.) of this sec- 
tion and subparagraphs (4) and (5) of 
this paragraph. 

(d) Exemption }or prescription de- 
Dices, A device whicTji. because of any 
potentiality for harmful effect, or the 
method of its use, or tlie collateral meas- 
ures necessary to its use is not safe 
except under the supervision of a practi- 
tioner licensed by law to direct the use of 
such device, .and hence for w^liich "ade- 
quate directions for use'* cannot be pre- 
pared, shall be exempt from section 502 
(f) (1) of the act if ail the following 
conditions are met: 

(1) The device is: 

(i) (a) In the possession of a person 
(or his agents or employees) regularly 
and lawfully engaged in the manufac- 
ture, transportation, storage, or whole- 
sale or retail distribution of sucli device; 
or 

ib) In the possession of a practitioner, 
such as physicians, dentists, and veteri- 
narians, licensed by law to use or order 
the use of such device; and 

(Ai) Is to be sold only to or on th:' 
prescription or other oi'der of such prac- 
titioner for use in the course of his pro- 
fessional practice. 

(2) The label of the device (other than 
surgical instrumentvS) bears: 

(i) The statement "Caution: Federal 
law restricts this device to sale by or on 

the order of a ;' the blank 

to be filled with the word "physician," 
"dentist,'' "veterinarian," or with the 
descriptive designation of any other 
practitioner licensed by the law of the 
State in which he practices to use or 
order the use of the device; and 

(ii) The method of its application or 
use. 

(3) Labeling on or within the package 
from which the device is to be dispensed 
bears information for use, including in- 
dications, effects, routes, methods, and 
frequency and duration of administra- 
tion, and any relevant hazards, contrain- 
dications, side effects, and precautions 
under which practitioners licensed by 
law to administer the device can use 
the device safely and for the purpose 
for which it is intended, including all 
purposes for which it is advertised or 
represented : Provided, ho7vever. That 
such information may be omitted from 
the dispensing package if, but only if, 
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the article is a device for which direc- 
tions, hazards, warnings, and other in- 
formation are commonly known to prac- 
titioners licensed by law^ to use the device. 
Upon written request, stating reasonable 
errounds therefor, the Commissioner will 
ofler an opinion on a proposal to omit 
such information from, the dispensing 
package under this proviso, 

(4) Any labeling, as defined in section 
201(m) of the act, whether or not it is 
on or within a package from which the 
device is to be dispensed, distribi.ited by 
or on behalf of the manufacturer, packer, 
or distributor of the device, that fur- 
nishes or purports to furnish informa- 
tion for use of the device contains ade- 
quate information for such use, includ- 
ing indications, effects, routes, methods, 
and frequency and duration of admin- 
istration and any relevant hazards, con- 
traindications, side effects, and precau- 
tions, under which practitioners licensed 
by law to employ the device can use the 
device safely and for the purposes for ^ 
which it is Intended, includinj:; all pur- 
poses for which it is advertised or repre- 
sented. This information will not be 
required on so-called reminder-piece 
labeling which calls attention to the 
name of the device but does not include 
indications or other use information. ■ 

(5) All labeling, except labels and car- 
tons, bearing information for' use of the 
device also bears the date of the issuance 
ur the date of the latest revision of such 
labehng. 

(e) [Reserved] 

(f) Retail exemption for veterinary 
drugs and prescription devices. A drug 
or device subject to paragraph (c) or (d) 
of this section shall be exempt at the 
time of delivery to the ultimate purchaser 
or user from, section 502(f) (1) of the act 
if it is delivered by a hcensed practi- 
tioner in the course of his professional 
practice or upon a prescription or other 
order lawfully issued in the course of his 
professional practice, with labeling bear- 
ing the name and address of such li- 
censed practitioner and the directions 
for ilse and cautionary statements, if 
any, contained in such order. 

(g) Exemption for new drugs, A new 
drug shall be exempt from section 502 
(f) (1) of the act: 

(1) To the extent to which such ex- 
emption is claimed in an approved appli- 
cation with respect to such drug under 
section 505 of the act; or 

(2) If no application under section 
505 of the act is approved with respect to 



such drug but it complies v;ith soction 
505 (i) and regulations thereunder. 

No exemption shall apply to any other 
drug which would be a new drug if its 
labeling bore representations for its m- 
tended uses. 

(h) Exemption for drugs or devices 
lolien directions are commonly knovm. A 
drug or device shall be exempt from sec- 
tion 502 (f) (1) of the act insofar as 
adequate directions for common uses 
thereof are known to the ordinary* in- 
dividual. 

(i) Exemptions for inactive ingredi- 
ents. A harmless drug that is ordinarily 
used as an inactive ingredient, such as a 
coloring, em.ulsifier, excipient. flavoring, 
lubricant, preservative, or solvent, in the 
preparation of other drugs shall be ex- 
empt from section 502 (D (1) of the act. 
This exemption shall not apply to any 
substance intended for a use which re- 
sults in the preparation of a new drug, 
unless an ap])roved new-drug application 
provides for such use. 

{ j ) Exemption for diagnostic reagents. 
A drug intended solely for use in the pro- 
fessional diagnosis of disease and which 
is generally recognized by qualified ex- 
perts as useful for that purpose shall be 
exempt from section 502 (f) (1) of the 
act if its label bears the statement "Diag- 
nostic reagent — For professional use 
only." 

(k) Exemption for prescription chem- 
icals and other prescription comt^ponenU. 
A drug prepared, packaged, and primarily 
sold as a prescription chemical or other 
component for use by registered pharma- 
cists in compounding prescriptions or 
for dispensing in dosage unit form upon 
prescriptions shall be exempt from sec- 
tion 502 (f) (1) of the act if all the fol- 
lowing conditions are met: 

(1) The drug is an official liquid acid 
or official hquid alkaU, or is not a hquid 
solution, emulsion, suspension, tablet, 
capsule, or other dosage unit form; and 

(2) The label of the drug bears: 

(i) 'Uie statement 'Tor prescription 
compounding*'; and 

(ii) If in substantially all dosage forms 
in which it may be dispensed it is subject 
to section 503 (b) (1) of the act, the 
statement "Caution: Federal law prohib- 
its dispensing without prescription'^ or 

(iii) If it is not subject to section 503 
(b) (1) of the act and is by custom 
among retail pharmacists sold in or from 
the int-erstate package for use by con- 
sumers, ''adequate directions for use" in 
the conditions for which it is so sold. 
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Provided, however. That the information 
referred to in subdivision (iii) of this 
subparagraph may be contained in the 
labeling on or within the package from 
which it is to be dispensed. 

(3) This exemption shall not apply to 
any substance intended for use in com- 
pounding which results in a new drug, 
unless an approved new-drug application 
covers such use of the drug in compound- 
ing prescriptions. 

(1) Exemption for processing, repack- 
ing, or manufacture, A drug in a bulk 
package (except tablets, capsules, or 
other, dosage unit forms; or a device 
intended for processing, repacking, or use 
in the manufacture of another drug or 
device shall be exempt from section 502 
(f) (1) of the act if its label bears the 
statement "Caution: For manufactur- 
ing, processing, or repacking'*; and, if in 
substantially all dosage forms in which it 
may be dispensed It is subject to section 
503 (b) (1), the statement ''Caution: 
Federal law prohibits dispensing without 
prescription." Tins exemption and the 
exemption under paragraph (k.i of this 
section may be claimed for the same ai:- 
ticle. But the exemption shall not apply 
to a substance intended for a use in 
manufacture, processing, or repacking 
which causes the finished article to be a 
new drug, unless: 

(1.) An approved new-drug application 
held by the person preparing the dosage 
form or drug for dispensing covers the 
production and delivery to him of such 
substance; or 

(2) If no application is approved with 
respect to such new drug, the label state- 
ment '^Caution: For manufacturing, 
processing, or repacking*' is immediately 
supplt^mented by the words '*in the prep- 
aration of a new drug limited by Federal 
law to investigational use/' and the deliv- 
ery is made for u^e only in the manufac- 
ture of such new drug limited to investi- 
gational use as provided in § 130.3 of this 
. chapter. 

(m^ ExeuiptiQrt for drugs and devices 
for use in teachinc, laio enforcement, re- 
search, and anali:sis. A drug or device 
subject to paragraph (b>. (o. or (d) of 
this section shall be exempt from section 
502 if) (1) of the act if shipped or sold 
to, or in the possession of. persons reg- 
ularly and lavvfully engaged in instruc- 
tion in pharmacy, chemistry, or m.edicinc 
not involving clinical use, or engaged 
in law enforcement, or in research not 
involving clinical use, or in chemical 
analysis, or physical testing, and is to be 



used only for such instruction, law^ en- 
forcement, research, analysis, or testing, 
(n) Expiration of exemptions. (1) If 
a shipment or delivery, or any part 
thereof, of a drug or device which is 
exempt under the regulations in this 
section is made to a person in whose pos- 
session the article is not exempt, or is 
made for any purpose other than those 
specified, such exemption shall expire, 
with respect to such shipment or de- 
livery or part thereof, at the beginning 
of that shipment or delivery. Tlie caus- 
ing of an exemption to expire shall be 
considered an act which results in such 
drug or device being misbranded unless 
it is disposed of under circumstances in 
which it ceases to be a drug or device. 

(2) The exemptions conferred by 
paragraphs <i), (j), ik), (1), and (m; 
of this section shall continue until the 
drugs or devices are used for the purposes 
for wliich they are exempted, or until 
they are relabeled to comply with sec- 
tion 502 (f) a) of the act. If, however, 
the drug is converted, compounded, or 
manufactured into a dosage form limited 
to prescription dispensing, no exemption 
sl:all .thereafter apply to the article un- 
less .l)e dosage form is labeled as re- 
quired by section 503 (b) and paragraph 
^b), ic), or td^ of this section, 

(o) Intended uses. The words "in- 
tended uses*' or words of similar import 
in paragraphs (a), (g), (i), k]\ (k), and 
(1) of this section refer to the objective 
intent of the persons legally responsible 
for the labeling of drugs and devices. 
Tlie intent :s n^^t^ "DiineL! -r-y such per- 
sons' express " . . . -^.a-.* he shown by the 
circumstances . ./.icunding the distribu- 
tioi^ of tlie article. This objective iiUent 
may. for example, be shown by iabelinc: 
claim;., advertising matter, or oral or 
writteri statements by such persons or 
tlieir rtprosentiitives. It may be shown 
by tlie circumstances that the article is. 
witli the knov/iedge of sucl'i persoris or 
their representatives. ciTered and used 
for a purpose for which it Is neither 
labeled nor advertised. The intended 
\i?-o.?. of an article may change after it has 
been Introduced into Interstate com- 
merce by it.s manufacturer. If, for ex- 
ample, a packer, distributor, or seller 
intends an article for dilTereni uses than 
those intended by the person from whom 
he received the dnig. .^^-uch packer, dis- 
tributor, or seller Ls required to supply 
adequate labeling in accordance with the 
new intended uses. But if a manufac- 
turer ki:tows. or has knowledge of facts 
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that would give lilm notice, that a drug 
or device introauced into interstate com- 
merce by him is to be used for conditions, 
purposes, or uses other than the ones for 
which he ofTers it, he is required to pro- 
vide adequate labeling for such a drug 
which accords with such other uses to 
which the article is to be put. 
;Sec. 502(r), 52 Stat. 1051; 21 U.S.C. 352(f) ) 
120 F.R. 9532. Dec. 20, 1955, as amended at 
21 I-.R. 2326, Apr. 11. 1956, 23 FJ^. 7909, Oct. 
14. 1958, 25 FJl. 12593, Dec. 9. 1960. 26 F.R. 
295, Jan. 14, 1961. 26 F.R. 8389. Sept. 6. I96I, 
27 F.R. 1317, Feb. 13, 1962, 28 F.R. 5719. 
June 12, 19G3, 29 F.R. 18055, Dec. 19, 1964; 
33 F.R. 15023, Ocr. 8, 1968] 

;:; 1.107 DrufTH and devices; cxornptions. 

(a) Except as provided by parajn'aplus 
^b) and (c) of this section, a shipment 
or other delivery of a dnii^ or device 
v.'hicli is, in accordance with the prac- 
tice of the trade, to be processed, labeled, 
or repacked in substantial quantity at an 
establishment other than that where 
oriL;inally processed or packed, shall be 
L'xempt, during the time of introduction 
into and movement in interstate com- 
merce and the time of holding in such 
establishment, from compliance with the 
labeling and packaging requirements of 
sections 501tb) and502 (b), (d), ^e), (f), 
and ig) of the act if: 

Q) The person \\ho introduced such 
^hipmont or delivery into interstate com- 
merce is the operator of the establish- 
ment where such drug or device is to be 
processed, labeled, or repacked; or 

(2) In ca^e such person is not such 
oi)erator, such shipment or delivery is 
made to such establishment under a 
written agreement, signed by and con- 
taining the post-ofBce addresses of such 
person and such operator, and contain- 
ing such specifications for the processing. 
la^.eling, or repacking, as the case may be. 
of such drug or device in such establish- 
ment as will insure, if such specifications 
are followed, that such drug or device 
vill not be adulterated or misbranded 
A ithin the meaning of the act upon com- 
pletion of such processing, labeling, or 
i-epacking. Such person and such opera- 
tor shall each keep a copy of such agree- 
ment until 2 years a.fter the final ship- 
ment or deliver^' of such drug or device 
from such establishment, and shall make 
such copies available for inspection at 
any reasonable hour to any officer or 
employee of the Department who re- 
ouests them. 



(b) An exemption of a shipmeni or 
other delivery of a drug or device under 
paragraph (a) (1) of this section shall, 
at the beginning of ilie act of removing 
<uch shipment or delivery, or any part 
thereof, from such establishment, be- 
com.e void ab initio if the drug or de- 
vice comprising such shlpm.ent. delivery, 
or part is adulterated or misbranded 
within tile meaning of the act when so 
removed. 

f'c) An exemption oi a shipment or 
oth.er delivery of a drug or device under 
paragraph (a) ^2) of this section shall 
become void ab initio v;ith respect to the 
person who int.ro:luced such shipm.ent or 
delivery into interstate comm.erce upon 
refusal by such person to make available 
for inspection a cop>"' of the agreement. 
as required by suoli subparagrapn. 

^d^ An exen^^p'icn oi a sln])m*e:it or 
other delivery of a drug or device uPider 
paragraph la^ (2) of this section shall 
expire: 

(1) At the beginning of the act of re- 
:noving such shipment or delivery, or 
any part thereoi, fron; sucJi estal);ish- 
ment if the drug or devic: comp:;-ing 
such shipment, delivery, or part is ;idul-, 
t crated or misbranded within the n:v'an- 
ing of the act when so removed; or 

(2) Upon refusal by the operator of 
the establishment where such drug or 
device is to be proci}<^Qd, labelt/d, or re- 
packed, to make available for insptrtlon 
a copy of the agreement, as requh-.d by 
such clause. 

'e) PJxcept as pro\'ided in paragraphs 
'c: and 'h^ of this section, a ?l;i]unent 
or other delivery of a d:ug w:;ich 1^ sub- 
ject to section 507 of tiie act and which 
is. In accordance with the practice ^ f the 
trade, to be processed or repacked in a 
substantial cuantlty al an e^iablis::ment 
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in this paragraph is to be construed as 
limiting the Commissioner's or the Sec- 
retary's rights, as authorized by law, 
to issue publicity, to suspend any new- 
drug application, to decertify any anti- 
biotic, or to recomend any regulatory 
action. 

(2) Within a reasonable time after in- 
formation concerning the possibility that 
a drug may cause fatalities or serious 
damage has been widely publicized in 
medical literature, the Pood and Drug 
Administration shall notify the sponsor 
of the drug by mail that prior approval 
of advertisements for the drug is no 
longer necessary. 

( 3 ) Dissemination of an advertisement 
not in compliance with this paragraph 
shall be deemed to be an act that causes 
the drug to be mlsbranded under section 
502 (n) of the act. 

(4) Any advertisement may be sub- 
mitted to the Pood and Drug Adminis- 
tration prior to publication for comment. 
If the advertiser is notified that the 
submitted advertisement Is not In viola- 
tion and, at some subsequent time, the 
Pood and Drug Administration changes 
its opinion, the advertiser will be so 
notified and will be given a reasonable 
time for correction before any regulatory 
action is taken under this section. Noti- 
fication to the advertiser that a proposed 
advertisement Is or is not considered to 
be In violation shall be in written form, 

(k) An advertisement issued or caused 
to be Issued by the manufacturer, packer, 
or distributor of the drug promoted by 
the advertisement and which Is not in 
compliance with section 502 (n) of the 
act and the applicable regulations there- 
imder shall cause stocks of such drug in 
possession of the person responsible for 
issuing or causing the issuance of the 
adverti'sement, and stocks of the drug 
distributed by such person and still in 
the channels of comamerce, to be mis- 
branded under section 502 (n) of the act. 

(1) (1) Advertisements subject to sec- 
tion 502 (n) of the act include advertise- 
ments in published journals, magazines, 
other periodicals, and newspapers, and 
advertisements broadcast through media 
such as radio, television, and telephone 
communication systems. 

(2) Brochures, booklets, mailing 
pieces, detailing pieces, file cards, bulle- 
tins, calendars, price lists, catalogs, house 
organs, letters, motion picture films, film 
strips, lantern slides, sound recordings, 
exhibits, literature, and reprints and sim- 



liar pieces of printed, audio, or visual 
matter descriptive of a drug and refer- 
ences published (for example, the **Physi- 
cians Desk Reference") for use by medi- 
cal practitioners, pharmacists, or nurses, 
containing drug information supplied by 
the manufacturer, packer, or distributor 
of the drug and which are disseminated 
by or on behalf of its manufacturer, 
packer, or distributor are hereby deter- 
mined to be labeling as defined in sec- 
tion 201 (m) of the act. 
(Sec. 502 (e), (n), 52 Stat. 1050. 1051; 21 
U.S.O. 362) [28 PJl. 6376, June 20, 1963, as 
amended at 28 PJl. 10994. Oct. 15, 1963; 33 
PJi. 3217. Feb, 21, 1968; 33 FJR. 9393. June 27, 
1968; 33 Fll. 11991, Aug. 23. 1968; 34 FJl. 
7802. May 16. 1969] 

Cboss-Reperknce: See § 1,108 for the 
Spanisli-language version of the required 
labeling statement In § 1.106 (b)(2)(l), (c) 
(2)(1), (d)(2)(l), (lc)(2)(il). and (1). 

§ 1.106 Drugs and devices; direcUons 
for use. 

(a) Adequate directions for use, 
"Adequate diirections for use" means 
directions under which the layman 
can use a drug or device safely and 
for the purposes for which it is intended. 
Directions for use may be inadequate 
because (among other reasons) of omis- 
sion, In whole or in part, or Incorrect 
specification of: 

(1) Statements of all conditions, pur- 
poses, or uses for which such drug or 
device is intended, Including conditions, 
purposes, or uses for which it is pre- 
scribed, recommended, or suggested in 
its oral, written, printed, or graphic ad- 
vertising, and conditions, purposes, or 
uses for which the drug or device is 
commonly used; except that such state- 
ments shall not refer to conditions, 
uses, or purposes for which the drug or 
device can be safely used only under 
the supervision of a practitioner licensed 
by law and for which it is advertised 
solely to such practitioner. 

(2) Quantity of dose (including usual 
quantities for each of the uses for which 
it is intended and usual quantities for 
persons of different ages and different 
physical conditions), 

(3) Frequency of administration or 
application. 

(4) Duration of administration or ap- 
plication. 

(5) Time of administration or appli- 
cation (in relation to time of meals, time 
of onset of symptoms, or other time f ajc- 
tors). 
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(6) Route or method of administra- 
tion or application. 

(7) Preparation for use (shaking, di- 
lution, adjustment of temperature, or 
other manipulation or process) . 

(b) Exemption for prescription drugs. 
A drug subject to the requirements of 
section 503 (b) (1) of the act shall be 
exempt from section 502 (f) (1) if all 
the following conditions are met: 

(1) The drug is: 

(1) (a) In the possession of a person 
(or his agents or employees) regularly 
and lawfully engaged in the manufac- 
ture» transportation, storage, or whole- 
sale distribution of prescription drugs: 
or 

(5) In the possession of a retail, hos- 
pital, or clinic pharmacy, or a public 
health agency, regularly and lawfully 
engaged in dispensing prescription 
drugs; or 

(c) In the possession of a practitioner 
licensed by law to administer or prescribe 
such drugs; and 

(ii) it is to be dispensed in accordance 
with section 503(b) . 

(2) The label of the drug bears: 

(1) The statement ''Caution: Federal 
law prohibits dispensing without pre- 
scription"; and 

(ii) The recommended or xisual dos- 
age; and 

(ill) The route of administration, if 
it is not for oral use; and 

(iv) The quantity or proportion of 
each active Ingredient, as well as the 
information required by section 502 (d) 
and (e) ; and 

(V) If it is for other than oral use, the 
names of all inactive ingredients, except 
that: 

(a) Flavorings and perfumes may be 
designated as such without naming their 
components. 

(&) Color additives may be designated 
as colorir« without naming specific color 
components imless the naming of such 
components is required by a color addi- 
tive regulation prescribed in Part 8 of 
this chapter. 

(c) Trace amounts of harmless sub- 
stances added solely for individual prod- 
uct identification need not be named. 
If it Is intended for administration by 
parenteral injection, the quantity or 
proportion of all Inactive Ingredients, 
except that ingredients added to adjust 
the pH or to make the drug Isotonic may 
be declared by name and a statement of 
their effect; and If the vehicle is water 
for injection it need not be named- 



(vl) An identifjring lot or control num- 
ber from which it is possible to determtae 
the complete manufacturing history of 
the package of the drug; 

Provided, however, Ttiat In the case of 
containers too small or otherwiBe unable 
to accommodate a label with sujaaicient 
space to bear all such information, but 
which are packaged within an outer con- 
tainer from which they are removed for 
dispensing or Tise, the information re- 
quired by subdivisions (ii), (IH) and (v) 
of this subparagraph may be contained 
in other labeling on or within the pack- 
age from which it is to be dispensed, and 
the information referred to in subdivi- 
sion (1) of this subparagraph may be 
placed on such outer contaiaer only, and 
the information required by subdivision 
(vi) of this subparagraph may be on 
the crimp of the dispensing tube. 

(3)(i) Labeling on or within the 
package from which the drug is to be 
dispensed bears adequate information for 
its use, including Indications, effects, 
dosages, routes, methods, and frequency 
and duration of administration, and any 
relevant hazards, contraindications, side 
effects, and precautions under which 
practitioners licensed by law to admin- 
ister the drug can use the drug safely and 
for the purposes for which it is Intended, 
including all piUTPoses for which it is 
advertised or represented; and 

(11) If the article is subject to section 
505, 506, or 507 of the act, the labeling 
bearing such information is the labeling 
authorized by the approved new-drug ap- 
plication or required as a condition for 
the certification or the exemption from 
certtflcation requirements applicable to 
preparations of insulin or antibiotic 
drugs: Provided, however. That the In- 
formation required by subdivision (1) 
of this subparagraph may be omitted 
from the dispensing package if, but only 
if, the article is a drug for which direc- 
tions, hazards, warnings, and use infor- 
mation are commonly known to practi- 
tioners licensed by law to administer the 
drug. Upon written request, stating rea- 
sonable grounds therefor, the Commis- 
sioner win offer an opinion on a proposal 
to omit such information from the dis- 
pensing package imder this proviso. 

(4) Any labeling, as defined in section 
201 (m) of the act, whether or not it is 
on or within a package from which the 
drug is to be dispensed, distributed by 
or on behalf of the msuiufacturer, 
packer, or distributor of the drug, that 



fir: 
m£ 
orr 
us 
m,^ 
of 
(ii 

ir;^ 
re 
dv 
ev 

tic 

wT 

ac 

sa 

is 

w] 

if 

5C 

pr 

in 

pv 

of 

ai 

si?. 

at 

tt 
or 
tb 
be 

P? 

ti' 
(i 

q^ 

la 
nf 
in 
fc 

tc 
d- 
or 

la. 

A 
w; 
te 
m 
us 
lie 
w] 
ac 
se 
fc: 



hi; 
la- 
tr: 



M 



Case 1 :05-cv-02346-RBW Document 38-1 Filed 11/30/2006 Page 13 of 17 




itrol niun- 
determine 
history of 

le case of 
Ise unable 
. sufficient 
tation, but 
outer con- 
moved for 
lation re- 
L) and (v) 
contained 
the pack- 
ensed, and 
a subdivi- 
h may be 
' only, smd 
lUbdi vision 
lay be on 
ube. 

ithin the 
g is to be 
tnation for 
\s, effects, 
frequency 
Q, and any 
itions, side 
ier which 
to admin- 
saf ely and 
3 intended, 
Wch it is 
d 

to section 
le labeling 
le labeling 
iv-drug ap- 
adition for 
ption from 
plicable to 

antibiotic 
lat the in- 
ivision (i) 
be omitted 
Lf , but only 
hich direc- 
; use inf or- 
i to practi- 
linister the 
stating rea- 
e Commis- 
i a proposal 
)m the dis- 
proviso. 
d in section 
or not it is 
1 which the 
tributed by 
intifacturer, 
t drug, that 



furnishes or ptirports to furnish infor- 
mation for use or which prescribes, rec- 
ommends, or suggests a dosage for the 
use of the drug (other than dose infor- 
mation required by subparagraph (2) (ii) 
of this paragraph and paragraph (c) (2) 
(il) of this section) contains: 

(i) Adequate inf ormation for such use, 
ii'^cluding indications, effects, dosages, 
routes, methods, and frequency and 
duration of administration and any rel- 
evant warnings, hazards, contraindica- 
tions, side effects, and precautions, under 
which practitioners licensed by law to 
administer the drug can use the drug 
safely and for the purposes for which it 
is intended, including all conditions for 
which it is advertised or represented; and 
if the article is subject to section 505 or 
507 of the act, the parts of the labeling 
providing such information are the same 
in language and emphasis as labeling ap- 
proved or permitted under the provisions 
of section 505 or 507, respectively, and 
any other parts of the labeling are con- 
sistent with and not contrary to such 
approved or permitted labeling; and 

(il) The same information concerning 
the ingredients of the drug as appears 
on the label and labeling on or within 
the package from which the drug is to 
be dispensed; 

Provided, howwer. That the informa- 
tion required by subdivisions (i) and 
(11) of this subparagraph is not re- 
quired on the so-called reminder-piece 
labeling which calls attention to the 
name of the drug but does not include 
indications or dosage recommendations 
for use of the drug. 

(5) All labeling, except labels and car- 
tons, bearing information for use of the 
drug also bears the date of the issuance 
or the date of the latest revision of such 
labeling. 

(c) Exemption for veterinary drugs. 
A drug intended for veterinary use 
which, because of toxicity or other po- 
tentiality for harmful effect, or the 
method of its use, is not safe for animal 
use except xmder the supervision of a 
licensed veterinarian, and hence for 
which "adequate directions for use" can- 
not be prepared, shall be exempt from 
section 502(f)(1) of the act if all the 
following conditions are met: 

(1) The drug is: 

(1) In the possession of a person (or 
his SLgents or employees) regularly and 
lawfully engaged In the manufacture, 
transportation^ storage, or wholesale or 



retail distribution of veterinary drugs 
and is to be sold only to or on the pre- 
scription or other order of a licensed 
veterinarian for use In the course of his 
professional practice: or 

(11) In the possession of a licensed 
veterinarian for use in the course of his 
professional practice. 

(2) The label of the drug bears: 

(I) The statement '^Caution: Federal 
law restricts this drug to use by or on 
the order of a licensed veterinarian"; 
and 

(II) The recommended or usual dos- 
age; and 

(ill) The route of administration, if It 
is not for oral use; and 

(Iv) The quantity or proportion of 
each active ingredient as well as the In- 
formation required by section 502(e) of 
the act; and 

(V) If it is for other than oral use, 
the names of all inactive ingredients, 
except that: 

(a) Flavorings and perfumes may be 
designated as such without naming 
their components. 

(b) Color additives may be designated 
as coloring without naming specific 
color components unless the naming of 
such components is required by a 
color additive regulation prescribed in 
Part 8 of this chapter. 

(c) Trace amoimts of harmless sub- 
stances added solely for individual prod- 
uct identification need not be named. 

If it Is Intended for administration by 
parenteral injection, the quantity or 
proportion of all inactive ingredients, 
except that ingredients added to suljust 
the pH or to make the drug isotonic may 
be declared by name and a statement of 
their effect; and if the vehicle is water 
for injection, it need not be named. 

(vi) An identifying lot or control 
number from which it is possible to de- 
termine the complete manufacturing 
history of the package of the drug; 

Provided, however. That In the case of 
containers too small or otherwise imable 
to accoromodate a label with sufficient 
space to bear all such Informiatlon, but 
which are packaged within an outer 
container from which they are removed 
for dispensing or use, the lnforma,tion 
required by subdivisions (11), (ill), and 
(V) of this subparagraph may be con- 
tained in other labeling on or within the 
package from which It Is to be so dis- 
pensed, and the information referred to 
in subdivision (1) of this subparagraph 
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may be placed on such outer container 
only, and the Infonnatioa required by 
subdivision (vl) of this subparagraph 
may be on the crimp of the dispensing 
tube. 

(3)(i) Labeling on or within the pack- 
age from which the drug is to be dis- 
pensed bears adequate information for 
its use, including indications, effects, 
dosages, routes, methods, and frequency 
and duration of administration, and any 
relevant hazards, contraindications, side 
effects, and precautions imder which vet- 
erinarians licexised by law to administer 
the drug can use the drug safely and for 
the purposes for which it is intended, in- 
cluding all purposes for which it is 
advertised or represented; and 

(li) If the article is subject to section 
505 or 507 of the act, the labeling bearing 
such information is the labeling author- 
ized by the approved new-drug applica- 
tion or required as a condition for the 
certification or the exemption from 
certification requirements applicable to 
preparations of antibiotic drugs: Pro- 
vided, however. That the information 
required by subdivision (i) of this sub- 
paragraph may be omitted from the 
dispensing package if, but only if, the 
article Is a drug for which directionsp 
hazards, warnings, and use information 
are commonly known to veterinarians 
licensed by law to administer the drug. 
Upon written request, stating reasonable 
groxmds therefor, the Commissioner will 
offer an opinion on a propc^al to omit 
such information from the dispensing 
package under this proviso. 

(4) Any labeling, as defined in secticm 
201 (m) of the act, whether or not it is 
on or within a package from which the 
drug is to be dispensed, distributed by or 
on behalf of the manufacturer, packer, 
or distributor of the drug, that furnishes 
or purports to furnish information for 
use or which prescribes, recommends, or 
suggests a dosage for the use of the drug 
(other than dose information required 
by paragraph (b) (2) (11) of this section 
and subparagraph (2) (ii) of this para- 
graph) contains: 

(i) Adequate information for such use. 
including indications, e*ffects, dosages, 
routes, methods, and frequency and 
duration of administration, and any rel- 
evant warnings, hazards, contraindica- 
tions, side effects, and precautions, and 
including information relevant to com- 
pliance with the food additive provisions 
of the act, under which veterinarians li- 
censed by law to administer the drug 



can use the drug safely and for the pur- 
poses for which it is intended, including 
all conditions for which it is advertised 
or represented; and if the article is sub- 
ject to section 505 or 507 of the act, the 
parts of the labeling providing such in- 
formation are the same in language and 
emphasis as labeling approved or per- 
mitted imder the provisions of section 505 
or 507, respectively, and any other parts 
of the labeling are consistent with and 
not contrary to such approved or per- 
mitted labeling; and 

(ii) The same information concerning 
the ingredients of the drug as appears 
on the label and labeling on or within 
the package from which the drug Is to 
be dispensed; 

Provided, however. That the information 
required by subdivisions (1) and (h) of 
this subparagraph is not required on the 
so-called reminder-piece labeling which 
calls attention to the name of the drug 
but does not include indications or dos- 
age recommendations for xise of the drug. 

(5) All labeling, except labels and 
cartons, bearing information for use of 
the drug also bears the date of the is- 
suance or the date of the latest revision 
of such labeling. 

(6) A prescription drug intended for 
both hmnan and veterinary use shall 
comply with paragraph (b) of this sec- 
tion and subparagraphs (4) and (5) of 
this paragraph. 

(d) Exemption for prescription de- 
vices. A device which, because of any 
potentiality for harmful effect, or the 
method of its use, or the collateral meas- 
iu*es necessary to its use is not safe 
except under the supervision of a practi- 
tioner licensed by law to direct the use of 
such device, and hence for which "ade- 
quate directions for use" cannot be pre- 
pared, shall be exempt from section 502 
(f) (1) of the act if all the foUowIng 
conditions are met: 

(1) The device is: 

(i) (a) In the possession of a person 
(or his agents or employees) regularly 
and lawfully engaged in the manufac- 
ture, transportation, storage, or whole- 
sale or retail distribution of such device; 
or 

(b) In the possession of a practitioner, 
such as physicians, dentists, and veteri- 
narians, licensed by law to use or order 
the use of such device; and 

(ii) Is to be sold only to or on the 
prescription or other order of such prac- 
titioner for use In the course of his pro- 
fessional practice. 
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(2) The label of the device (other than 
surgical instruments) bears: 

(i) The statement "Caution: Federal 
law restricts this device to sale by or on 

the order of a -.r the blank 

to be filled with the word "physician," 
"dentist," "veterinarian," or with the 
descriptive designation of any other 
practitioner licensed by the law of the 
State in which he practices to use or 
order the use of the device; and 

(ii) The method of its application or 
use. 

(3) Labeling on or within the package 
from which the device is to be dispensed 
bears information for use, including in- 
dications, effects, routes, methods, and 
frequency and duration of administra- 
tion, and any relevant hazards, contrain- 
dications, side effects, and precautions 
under which practitioners licensed by 
law to administer the device can use 
the device safely and for the purpose 
for which it is intended, including all 
purposes for which it is advertised or 
represented: FroxAded, however. That 
such information may be omitted from 
the dispensing package if, but only if. 
the article Is a device for which direc- 
tions, hazards, warnings, and other in- 
formation are commonly known to prac- 
titioners licensed by law to use the device. 
Upon written request, stating reasonable 
groimds therefor, the Commissioner will 
offer an opinion on a proposal to omit 
such information from the dispensing 
package imder this proviso. 

(4) Any labeling, as defined in section 
201(m) of the act, whether or not it is 
on or within a package from which the 
device Is to be dispensed, distributed by 
or on behalf of the manufacturer, packer, 
or distributor of the device, that fur- 
nishes or purports to furnish informa- 
tion for use of the device contains ade- 
quate Information for such use, includ- 
ing Indications, effects, routes, methods, 
and frequency and duration of admin- 
istration and any relevant hazards, con- 
traindications, side effects, and precau- 
tions, xmder which practitioners licensed 
by law to employ the device can use the 
device safely and for the purposes for 
which it is Intended, including all pur- 
poses for which it Is advertised or repre- 
sented. This information will not be 
required on so-called reminder-piece 
labeling which calls attention to the 
name of the device but does not include 
indications or other use information. 

(5) All labeling, except labels and car- 
tons, bearing information for use of the 



device also bears the date of the issuance 
or the date of the latest revision of such 
labeling. 

(e) [Reserved] 

(f) Retail exemption for veterinary 
drugs and prescription devices. A drug 
or device subject to paragraph (c) or (d) 
of this section shall be exempt at the 
time of delivery to the ultimate purchaser 
or user from section 502(f) (1) of the act 
if it is delivered by a licensed practi- 
tioner in the course of his professional 
practice or upon a prescription. or other 
order lawfully issued in the course of his 
professional practice, with labeling bear- 
ing the name and address of such li- 
censed practitioner and the directions 
for use and cautionary statements, if 
any, contained in such order. 

(g) Exemption for new drugs. A new 
drug shall be exempt from section 502 
Cf) (1) of the act: 

(1) To the extent to which such ex- 
emption is claimed in an approved appli- 
cation with respect to such drug under 
section 505 of the act; or 

(2) If no application under section 
505 of the act is approved with respect to 
such drug but it complies with section 
505 (1) and regulations thereunder. 

No exemption shall apply to any other 
drug which would be a new drug if its 
labeling bore representations for its in- 
tended uses. 

(h) Exemption for drugs or devices 
when directions are commonly known. A 
drug or device shall be exempt from sec- 
tion 502 (f) (1) of the act insofar as 
adequate directions for common uses 
thereof are known to the ordinary in- 
dividual. 

fi) Exemptions for inactive ingredi'- 
ents, A harmless drug that is ordinarily 
used as an inactive ingredient, such as a 
coloring, emulsifier, excipient, flavoring, 
lubricant, preservative, or solvent, in the 
preparation of other drugs shaU be ex- 
empt from section 502 (f ) (1) of the act. 
This exemption shall not apply to any 
substance intended for a use which re- 
sults in the preparation of a new drug, 
unless an approved new-drug application 
provides for such use. 

( j ) Exemption for diagnostic reagents, 
A drug intended solely for use in the pro- 
fessional diagnosis of disease and which 
is generally recognized by qualified ex- 
perts as useful for that purpose shall be 
exempt from section 502 (f) (1) of the 
act. if its label bears the statement "Diag- 
hostic reagent — ^Por professional us© 
only." 
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(k) Exemption for prescription chem- 
icals and other prescription components. 
A drug prepared, packaged, and primarily 
sold as a prescription chemical or other 
component for use by registered pharma- 
cists in compounding prescriptions or 
for dispensing in dosage unit form upon 
prescriptions shall be exempt frcm sec- 
tion 502 (f ) (1) of the act if all tiie fol- 
lowing conditions are met: 

(1) The drug is an official liquid acid 
or official liquid alkali, or is not a liquid 
solution, emulsion, suspension, tablet, 
capsule, or other dosage unit form; and 

(2) The label of the drug bears: 

(i) The statement **Por prescription 
compounding^; and 

(II) If in substantially all dosage forms 
in which it may be dispensed it is subject 
to section 503 (b) <1) of the act, the 
statement "Caution: Federal law prohib- 
its dispensing without prescription"; or 

(ill) If it is not subject to section 503 
(b) (1) of the act and is by custom 
among retail pharmacists sold in or from 
the interstate package for vise by con- 
simiers, "adequate directions for use" In 
the conditions for which it is so sold. 
Provided, however. That the information 
referred to In subdivision (ill) of this 
subparagraph may be contained in the 
labeling on or within the package from 
which it is to be dispensed. 

(3) This exemption shall not apply to 
any substance Intended for use In com- 
poimding which restilts In a new drug, 
TUiless £01 approved new-drug application 
covers such xise of the drug in compound- 
ing prescriptions. 

(1) Exemption for processing, repaxik- 
ing, or manufacture. A drug In a bulk 
package (except tablets, capsules, or 
other dosage unit forms) or a device 
intended for processing, repacking, or use 
in the manufacture of another drug or 
device shall be exempt from section 502 
(f) (1) of the act if its label beara the 
statement "Cauition: For manufactur- 
ing, processing, or repacking"; and, if in 
substantially all dosage forms in which it 
may be dispensed It is subject to section 
503 (b) (1), the statement "Caution: 
Federal law prohibits dispensing without 
prescription." This exemption and the 
exemption xmder paragraph (k) of this 
section may be claimed for the same ar- 
ticle. But the exemption shall not apply 
to a substance Intended for a use In 
manufacture, processing, or repacking 
which causes the finished article to be a 
new drug, unless: 



(1) An approved new-drug application 
held by the person preparing the dosage 
form or dnig for dispensing covers the 
production and delivery to him of such 
substance; or 

(2) If no application Is approved with 
respect to such new drug, the label state- 
ment "Caution : For manuf acturii^, 
processing, or repacking" is immediately 
supplemented by the words "in the prep- 
aration of a new drug limited by Federal 
law to investigational use," and the deliv- 
ery is made for use on^ in the manufac- 
ture of such new drug limited to investi- 
gational use as provided in § 130.3 of this 
chapter. 

(m) Exemption for drugs and devices 
for use in teaching, law enforcement, re- 
search, and analysis. A drug or device 
subject to paragraph (b) , (c) , or (d) of 
this section shall be exempt from section 
502 (f ) (1) of the act if shipped or sold 
to, or in the possession of, persons reg- 
ularly and lawfully engaged in instruc- 
tion in pharmacy, chemistry, or medicine 
not involving clinical use, or engaged 
in law enforcement, or in resecuxh not 
involving clinical use, or In chemical 
analysis, or physical testing, and is to be 
used only for such Instruction, law en- 
forcement, research, analysis, or testing. 

(n) Expiration of exemptiojis. (1) If 
a shipment or delivery, or any part 
thereof, of a drug or device which is 
exempt imder the regulations in this 
section is made to a person in whose pos- 
session the article is not exempt, or is 
made for any purpose other than those 
specified, such exemption shall expire, 
with respect to such shipment or de- 
livery or part thereof, at the beginning 
of that shipment or delivery. The caus- 
ing of sua exemption to expire shall be 
considered an act which results in such 
drug or device being misbranded unless 
it is disposed of under circumstances in 
which it ceases to be a drug or device. 

(2) The exemptions conferred by 
paragraphs (1), (j), (k), (1), and (m) 
of this section shall continue imtil the 
drugs or devices are xised for the purposes 
for which they are exempted, or imtU 
they are relabeled to comply with sec- 
tion 502 (f) (1) of the act. If, however, 
the drug is converted, compounded, or 
manufactured into a dosage form limited 
to prescription dispensing, no exemption 
shall thereafter apply to the article im- 
less the dosage form is labeled as re- 
quired by section 503 (b) and paragraph 
(b), (c), or (d) of this section. 
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(o) Intended uses. The words *1n- 
tended uses" or words of similar import 
in paragraphs (a), (g), (1), (j). (k). and 
(I) of this section refer to the objective 
Intent of the persons legally responsible 
for the labeling of drugs and devices. 
The intent Is determined by such per- 
sons' expressions or may be shown by the 
circumstances surrounding the distribu- 
tion of the article. This objective intent 
may, for example, be shown by labeling 
claims, advertising matter, or oral or 
written statements by such persons or 
their representatives. It may be shown 
by the circumstances that the article is. 
with the knowledge of such persons or 
their representatives, oflfered and used 
for a purpose for which it is neither 
labeled nor advertised. The intended 
uses of an article may change after it has 
been introduced into interstate com- 
merce by its manufactiurer. If, for ex- 
ample, a packer, distributor, or seller 
intends an article for different uses than 
those intended by the person from whom 
he received the drug, such packer, dis- 
tributor, or seller Is required to supply 
adequate labeling In accordance with the 
new intended uses. But if a manufac- 
turer knows, or has knowledge of facts 
that would give him notice, that a drug 
or device introduced into Interstate com- 
merce by him is to be used for conditions, 
purposes, or uses other than the ones for 
which he offers it, he is required to pro- 
vide adequate labeling for such a drug 
which accords with such other uses to 
which the article is to be put. 
(Sec. 502(f), 52 Stat. 1051; 21 XJJS.C. 352(f) ) 
[20 FJl. 9532, Dec. 20, 1955, as amended at 
21 5^.Ja. 2326, Apr. 11, 1956. 23 PJt. 7909. Oct. 
14. 1P58, 25 PJl. 12698, Dec. 9, 1960, 26 FJt. 
295, Jan. 14. 1961, 26 PJR. 8389, Sept. 6. 1961, 
27 PJl. 1817, Feb. 18, 1962, 28 PJl. 5719. 
June 12, 1963. 29 PJR. 18055, Dec. 19, 1964; 
33 PH. 15Q23. Oct. 8, 1968; 34 P.R. 12886, 
Aug. 8. 1969] 

§ I»107 Drags and devices; exemptions. 

(a) Except as provided by para^aphs 
(b) and (c) of this section, a shipment 
or other delivery of a drug or device 
which is, in accordance with the prac- 
tice of the trade, to be processed, labeled, 
or repacked in substantial quantity at an 
establishment other than that where 
originally processed or packed, shall be 
exempt, during the time of Introduction 
into and movement in interstate com- 
merce and the time of holding in such 
establishment, from compliance with the 
labeling and packaging requirements of 



sections 501(b) and 502 (b), (d), (e), (f). 
and (g) of the act if: 

(1) The person who introduced such 
shipment or delivery into interstate com- 
merce is the operator of the establish- 
ment where such drug or device is to be 
processed, labeled, or repacked; or 

(2) In case such person is not such 
operator, such shipment or delivery is 
made to such establishment under a 
written agreement, signed by and con- 
taining the post-offlce addresses of such 
person and such operator, and contain- 
ing such specifications for the processing, 
labeling, or repacking, as the case may be, 
of such drug or device in such establish- 
ment as will insure, if such speciflcatlona 
are followed, that such drug or device 
will not be adulterated or misbranded 
within the meaning of the act upon com- 
pletion of such processing, labeling, or 
repacking. Such person and such opera- 
tor shall each keep a copy of such agree- 
ment imtil 2 years after the final ship- 
ment or delivery of such drug or device 
from such establishment, and shall make 
such copies available for inspection at 
any reasonable hour to any officer or 
employee of the Department who re- 
quests them, 

(b) An exemption of a shipment or 
other delivery of a drug or device under 
paragraph (a) (1) of this section shaU, 
at the beginning of the act of removing 
such shipment or delivery, or any part 
thereof, from such establishment, be- 
come void ab initio if the drug or de- 
vice comprising such shipment, delivery. 
or part is adulterated or misbranded 
within the meaning of the act when so 
removed. 

(c) An exemption of a shipment or 
other delivery of a drug or device under 
paragraph (a) (2) of this section shall 
become void ab Initio with respect to the 
person who introduced such shipment or 
delivery into interstate commerce upon 
refusal by such person to make available 
for inspection a copy of the agreement, 
as required by such subparagraph. 

(d) An exemption of a shipment or 
other delivery of a drug or device tmder 
paragraph (a) (2) of this section shaU 
expire: 

(1) At the beginning of the act of re- 
moving such shipment or delivery, or 
any part thereof, from such establish- 
ment if the drug or device comprising 
such shipment, delivery, or part is adxil- 
terated or misbranded within the mean- 
ing of the act when so removed; or 
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